QC 21 Non Conformance Report
	Date
	19/08/17

	Issue id
	101113

	BSI Ref (if applicable) 
	1511849-201709-M2

	Responsibility
	Derek Lamb

	Non-Conformance
	Area/process Risk Management File  
Clause Annex 1 ER 2 Scope CE 01389 Category Major Statement of nonconformance: The solution adopted to fulfill the essential requirements ER 2 is incomplete. Clause requirements [Annex 1 ER 2] - The solutions adopted by the manufacturer for the design and construction of the devices must conform to safety principles, taking account of the generally acknowledged state of the art. Objective evidence The risk management file fails to take into account multiple portions of the EN ISO 14971. Relevant and demonstrated risks are not accounted for in the risk management file. Examples include: - The risk management plan (ID9471_Microstim_MkIII_Risk_management_plan) does not include the scope of the planned risk management activities, or describe the medical device and the life-cycle phases for which each element of the plan is applicable per ISO 14971 section 3.4a. The plan does not include assignment of responsibilities and authorities per ISO 14971 section 3.4.b. The plan does not include requirements for review of risk management activities per ISO 14971 section 3.4c. The plan does not include criteria for risk acceptability, based on the manufacturer’s policy for determining acceptable risk per ISO 14971 section 3.4d. The plan does not include verification activities per ISO 14971 section 3.4e. The plan does not include activities related to production and post-production information collection and review per ISO 14971 sections 3.4f and 9. - The risk analysis (ID19657_Microstim_MkIII_Risk_analysis) fails to include: identification of the people and organization who carried out the risk analysis per ISO 14971, section 4.1b. Fails to include the scope and date of the risk analysis per ISO 14971, section 4.1c. The risk analysis fails to consider use related failure modes such as Not reading IFU, or accidental errors, while explicitly sting there are “over 700 possible output of the device” (In document ID13106) Ergonomics and usability are explicitly discounted. The risk analysis fails to consider failure modes such as breakage, wear or lifetime. The risk analysis also fails to consider explicitly the use environment such as dropping of the device. - The risk analysis fails to consider risks such as the device influencing the environment electrically, or being influenced by it despite repeated reference in the technical documentation to interference with a pacemaker. - Risk explicitly and incorrectly states there are no connecting parts, despite connection of accessories such as leads and electrodes supplied by the user. - Risks are not calculated both before and after risk controls (per 14971 section 6.4). - The IFU appears to be used to reduce risk in violation of 14971, Annex ZA. Specifically Reference Question 71. C.2.14 in ID 19657. “Possibility of interference with heart rate, if the wires are placed near the pacemaker. Risk is well known and is referred to in the instruction manual.” - There is no evidence that the risk documentation includes information from complaints. (Known complaints such as pacemaker interference are not  accounted for.) - The risk analysis explicitly and in contradiction to other technical documentation states that the device will not come into contact with the patient or other persons. - Risk management explicitly claims the device does not contain software. However the technical documentation includes software per ID13106 and 3438 Microstim MkIII Software. Risk of software failure are not addressed or considered at all in the risk management.
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